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PUBLIC LAW 94205 —MAY 28, 1976 90 STAT. 539

Public Law 94205
Q4th Congress

An Act
To amend the Federal Food, Dirag,. and Cosmetic Act to provide for the safery May 28, 1975
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Presenter
Presentation Notes
Introduction:  The Medical Device Amendments became law in 1976 and lead to the classification of approx 1700 preamendment medical device types
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FDA U.S. Food and Drug Administraion %"

CENTER FOR DEVICES AND RADIOLOGICAL HEALTH
FOA Home Page | CORH Home Page | Search | A-F Index

Que

510(k) | Reqistration & Listing | Adverse Events | PMA | Classification | CLIA
CFR Title 21 | Advisory Committees | Assembler | Eecalls | Guidance | Standards

New Search - N -
ﬂ ﬁ #Naten Database
Dﬂﬁ Cradle, Patient,
Radiologic
Regulation Description Radiologic patient cradle.
Regulation Medical Specialty Radiology
Review Panel Radiology
Product Code KXH
Submission Type 210(k) Exempt
Regulation Number 692 1830
Device Class 1
GMP Exempt? No
Note: FDA has exempted almost all class | devices (with the
exception of Reserved Devices) from the premarket notification
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Presenter
Presentation Notes
All lead back to preamendment regulation
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DEPARTMENT OF HEALTH & HUMAN SERVICES

Public Health Service

7 afﬁfm (SE)
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Companv ABC
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Food and Dmg Administration
9200 Comporatz Boulevard
Rockville, Maryland 20850

fy_'uftﬁﬁ fE

Snmextfhermggggg %% EI{%E[J:, J Tu
Re: KO078522 7E B ERM _E3Rk1E

Trade/Device Name: ABC Absorbable Gut Suture
Regulation Number: 21 CFR 878 4830
Regulation Name: Absorbable surgj
Regulatory Class: 11
Product Code: GAK
Dated: May 1, 2007
Received: May 2, 2007

Dear Mr. Doe:

We have reviewed vour Section 310(k) premarket notification of intent to market the
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FDA U.S. Food and Drug Administration <

CENTER FOR DEVICES AND RADIOLOGICAL HEALTH
FDA Home Page | CORH Home Page | Search | A-Z Index Que

510(k} | Reqgistration & Listing | Adverse Events | PIMA | Classification | CLIA
CER Title 21 | Advisory Committees | Assembler | Becalls | Guidance | Standards

wwwractessdata. fdagoev/seripts/
Lh/ctdocs/EPMNApmn-cim

Applicant Name Third Party Reviewed []
Device Name Expedited Review -
Panel v Product Code
Decision v
Decision Date to
Sort by Decision Date (descending)

For fultext search, select Go To Simple Search button
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FDA U.S. Food and Drug Administration <

CENTER FOR DEVICES AND RADIOLOGICAL HEALTH
FDA Home Page | COEH Home Page | Search | A-Z Index Cu

¢ MAUDE data represents reports of adverse events involving medical devices. The data consists of voluntary reports since June 1993, user facility reports since 1991, di
reports since 1993, and manufacturer reports since August 1996, MALUDE may not include reports made according to exemptions, variances, or alternative reporting requil
granted under 21 CFR 803.19.

& The on-line search allows you to search CORH database information on medical devices which may have malfunctioned or caused a death or serious injury. MALIDE is
scheduled to be updated quarterly and the search page reflects the date of the most recent update. FDA seeks to include all reports received prior to the update. However,
inclusion of some reports may be delayed by technical or clerical difficulties.

« MALIDE data is not intended to be used either to evaluate rates of glverse gvents -:urEF-:un are adverse event -:u:n::l.yu:e rates acrmss dewjfs. Pleagre be aware thatr
131 reffa

- WWWeaccessdata:fda:gov/seriptss -
cdriw/etdecs/ctMAUDE/search: kM.

Enter orne or a combination of the MAUDE Search Values and select Search

Product Problem v
Product Class 4
Brand Name 510K Number K
Manufacturer PMA Number P

Event Type v Product Code

Date Report Received by FDA (mm/dd/yyyy) [01/01/2008 to [08/29/2008 L

For ful-text =earch, select Go To Simple Search button
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2 List of Devices for Third Party Review under the FDA Modernization Act of 1997 - Microsoft Internet Explorer

File

Edit View Favorites Tools Help

Qe - O
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» n: _-\J P ! Search ‘:\7’ Favarites {41 M= i 3 ':fi

Address @http:,.".."'A"A"N.accessdata.fda.g0\u'fscripts,."cdrhfcfdocsfcﬂ'hirdpartyfcurre t.cfm?p el=SU39e w o] @ -
- ‘ =3 =3 :—
WA accessdata. ﬁ'ﬁTgﬂVfSCfIﬁt%/
] Help

Section No. Regulati E'l - ¢ Relevant
~eerA-cfdocs/cfThird foffasmiiannc
878.4040 | SURGICAL APPAREL | (TextD  (PDEE
| PDF 2
IMSH - Respirator.Surgical umm
EXx - Mask. Surgical C
Fx - Hood., Surgical
EYA - Gown. Surgical
EY¥B - Gown. Patient
EFYC - Gown. Isolation. Surgical
8784200 INTRODUCTION/DRAINAGE CATHETER ANMD ACCESSORIES General Guidance
0A) - Catheter. Drainage. Intraocral/Extracral
878.4350 CRYOSURGICAL UNIT AND ACCESSORIES Il
EAF - System. Cryosurgical. Liquid Mitrogen. For Urology
GEH - Unit, Cryosurgical, Accessories
878.4370 SURGICAL DRAFPE AND DRAPE ACCESSORIES Il
MMP - Cover. Barrier. Protective
ERY - Drape. Surgical, Ent
EYX - Drape. Pure | atex Sheet. With Self-Retaining Finger Cot

LB E e - F 9 Miqosof... - | "E. pro codes 2... F gﬁ_ Microsoft O... A2 a Internet. ..

.:__J Local intranet

L, [ <= 52 11:08 AM
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2 FDA > CDRH > Product Classification Database Search - Microsoft Internet Explorer

: File Edit Wew Favorites Tools Help ;',"
Q Back - > IiLI IELI ;\J /.._ ) Search ‘:1\7’ Favarites 6’21" M i i j‘"i
Address ﬂjhttp:,.","'.-\".f\".-\'.accessdata.fda.gDv,"scripis,."cdrh,."cfdncs,."cFPCD,"classiﬁcatiDn.cfm d Go qll i
-
a [l ] Department of
FDAA U.S. Food and Drug Administration <@ 5"
CENTER FOR DEVICES AND RADIOLOGICAL HEALTH
FD.& Home Page | CORH Home Page | Search | A-Z Index Questions?
Registration & Listing | Adverse fvents MA | Clasof, ' | CLIA
ccessaata:-tda:gov
|
jon Datirasﬁl ' Helg | Download Files | More Abggit CIESF cation /
Proudcl w00 : E
Review Panel - = ~ | SwhmissionType ~
~wGlassification-e¢fm
n
Sort By Device Mame [(A-Z) ~ Device Class ~
For fulext =earch, select Go To Simple Search button
[ Search ] [Clear] 50 ~ | Records per Report Page [ Go to Simple Search
Database Updated 08/06/2008
CDRH Homes Pages | CORH A-F Index | Contact CORH | Accessibility | Disclaimer o

2] & Local intranet
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New Search Back To Search Results

Product Classification Database

Device Elisa, Antibody, West Nile Virus
Regulation Description West Nile virus serological reagents.
Definition The west nile virus elisa is intended for the

detection of igg and igm antibodies to west
nile virus. Specimens may be serum or
cerebral spinal fluid from symptomatic

patients.
g:g:ilaalttl;m el Microbiology
Review Panel Microbiology
Product Code NOP
Submission Type 210(k)
Regulation Number 666.3940
Device Class Z
GMP Exempt? No

Guidance Document
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